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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Species B in the reply filed on 1 7 
November 2008 is acknowledged. 

2. Claim 60 is withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 17 November 2008. 

Information Disclosure Statement 

3. The information disclosure statement filed 21 July 2008 fails to comply with 37 
CFR 1 .98(a)(3) because it does not include a concise explanation of the relevance, as it 
is presently understood by the individual designated in 37 CFR 1 .56(c) most 
knowledgeable about the content of the information, of each patent listed that is not in 
the English language. It has been placed in the application file, but the some 
information referred to therein has not been considered. 

Specification 

4. Claim 19 is objected to because of the following informalities: in line 2, the 
language "the amount of viscous to be" appears to be missing the words "bone cement", 
i.e. the language should be "the amount of viscous bone cement to be". Appropriate 
correction is required. 
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5. Claim 36 is objected to because of the following informalities: in line 1 , the 
language "The method of claim 37, a separator" appears to be missing the words "bone 
further comprising", i.e. the language should be "The method of claim 37, further 
comprising a separator". Appropriate correction is required. 



Claim Rejections - 35 USC §112 

6. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

7. Claims 8-17, 19, 38, 40, 59, 61, and 62 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The following is new matter: the actuator comprises a hydraulic pump (claim 8); 
the actuator has a visualization window (claim 9); the visualization window has means 
for measuring the amount of viscous material being delivered (claim 10, 11, 15, and 16); 
the delivery tube is noncompliant (claim 12 and 38); the container is adapted to hold at 
least 3 cc of viscous cement (claim 13; it is noted that this claim language would include 
containers adapted to hold any amount greater then 3 cc which is not supported 
originally filed specification); the container comprises a visualization window (claim 14); 
the container is made from a noncompliant material (claim 17); the amount of fluid in the 
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vessel is greater then the amount of viscous [bone cement] to be delivered (claim 19); 
determining the amount of viscous material delivered from a visualization window (claim 
40); cooling said bone cement in a manner sufficient to delay it solidification (claim 59); 
delivering 10 cc of bone cement to a bone (claim 61); and not replacing a cement 
chamber during a single medical procedure (claim 37). 

Therefore, the date of invention of claims 8-17, 19, 38, 40, 59, 61, and 62 is the 
filing date of said claims, which is 23 December 2005, and will be considered as such 
for further examination. 

8. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

9. Claims 10, 1 1 , 12, 15, 16, and 19 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

a. Claim 10 recites the limitation "the visualization window" in line 1-2. There 
is insufficient antecedent basis for this limitation in the claim. 

b. Claim 11 recites the limitation "the means for measuring" in line 1-2. 
There is insufficient antecedent basis for this limitation in the claim. 

c. Claim 12 recites the limitation "the delivery tube" in line 1-2. There is 
insufficient antecedent basis for this limitation in the claim. 

d. Claim 15 recites the limitation "the visualization window" in line 1-2. There 
is insufficient antecedent basis for this limitation in the claim. 
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e. Claim 16 recites the limitation "the means for measuring" in line 1-2. 
There is insufficient antecedent basis for this limitation in the claim. 

f. Claim 19 recites the limitation "the vessel" in line 1-2. There is insufficient 
antecedent basis for this limitation in the claim. 



Claim Rejections - 35 USC § 102 

1 0. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1 1 . Claims 8-1 7, 1 9, 38, 40, 59, 61 , and 62 are rejected under 35 U.S.C. 1 02(e) as 
being clearly anticipated by US 2005/007091 5 to Mazzuca et al. (cited by applicant). It 
is noted that said claims have a date of invention of 23 December 2005. 

Mazzuca discloses a method of delivering a viscous bone cement material under 
fluoroscopy to a site in a patient (see Abstract), comprising: providing a delivery device 
(see Fig. 2) having: a container 60 containing a viscous bone cement (see H 50) prior to 
the bone cement having set, the container having an exit port; an actuator 40 having an 
actuator vessel, the actuator vessel containing an incompressible fluid; and a hydraulic 
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coupling tube 15 connecting the actuator vessel to the container; locating the container 
with respect to the patient so that cement leaving the container through the exit port is 
delivered to a desired injection site within the patient (see U 56); and while at least a 
portion of the patient is subjected to fluoroscopic imaging, actuating the actuator from a 
location outside a field of fluoroscopic imaging to hydraulically drive a flow of viscous 
bone cement through the exit port to the desired injection site within the patient (see 
claim 53). Mazzuca further discloses the additional claim limitations (see claims 1-62) 

Claim Rejections - 35 USC § 103 

12. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 3. Claims 7-9, 12,13, 20, 36-40, and 78 are rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over "Percutaneous Vertebroplasty Guided by a Combination of CT 
and Fluoroscopy" by Gangi et al. (cited by applicant; hereinafter "Gangi") in view of US 
4,250,887 to Dardik et al. (hereinafter "Dardik"). 

g. Concerning claims 37 and 78: Gangi discloses a method of delivering a 
viscous bone cement material under fluoroscopy to a site in a patient (see 
Technique of Injection section), comprising: providing a delivery device/tube 
having: a container (i.e. a syringe) containing a viscous bone cement (see page 
82, top of the second column) prior to the bone cement having set, the container 
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having an exit port; locating the container with respect to the patient so that 
cement leaving the container through the exit port is delivered to a desired 
injection site within the patient (see Technique of Injection section); and while at 
least a portion of the patient is subjected to fluoroscopic imaging, driving a flow of 
viscous bone cement through the exit port to the desired injection site within the 
patient (see page 84, column 2, 1f 1-3). 

Gangi does not specifically discloses an actuator having an actuator 
vessel, the actuator vessel containing an incompressible fluid; and a hydraulic 
coupling tube connecting the actuator vessel to the container; and actuating the 
actuator from a location outside a field of fluoroscopic imaging to hydraulically 
drive the flow. 

Dardik however suggests a method for delivering a viscous material (col. 
3, 1. 64) under a radiation field 14 and capable of delivering a viscous material, 
namely bone cement (naturally follows from similar structure to applicant), to a 
site in a patient comprising the steps of: providing an actuator 22 having an 
actuator vessel, the actuator vessel containing an incompressible fluid 35; and a 
hydraulic coupling tube 33 connecting the actuator vessel to a container 25; and 
actuating the actuator from a location outside a field of radiation to hydraulically 
drive the flow of the viscous material from the container (Fig. 1 ; col. 2, 1. 61 to col. 
3, 1. 15). Dardik suggests this method in order to reduce the radiation exposure 
to the surgeon (Abstract). 

It would have been obvious to someone of ordinary skill in the art at the 
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time of the invention to add the actuator, hydraulic coupling tube and actuation 
step of Dardik to the method of Gangi in order to reduce the radiation exposure 
of the surgeon. The entire modified device of Gangi, in view of Dardik, can be 
considered a delivery tube in the sense that applicant's entire device can be 
considered a delivery tube. 

h. Concerning claims 7-9, 12, 13, 20, 36 and 38-40: the delivery tube 33 of 
Dardik is flexible and noncompliant (col. 5, II. 15-20); a linear actuator 22 (Dardik) 
is involved; determining the amount delivered can be made from a visualization 
window 20 (Dardik; col. 5, II. 3-7); a separator (26 and 38 of Dardik); cannula 
(see Technique of Injection of Gangi). 
14. Claims 50 and 51 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Gangi in view of Dardik as applied to claim 37 above and further in view of US 
5,431 ,654 to Nic (hereinafter "Nic"). 

Gangi, in view of Dardik, fairly suggests the claimed invention but not specifically 
force amplification. Nic, however, discloses that during injection of bone cement it may 
be necessary to amplify the force applied as the bone cement becomes less flowable 
(col. 10, 1. 20-34). It would have been obvious to someone of ordinary skill in the art at 
the time of the invention to amplify the force in the modified invention of Gangi, in view 
of Dardik, if the bone cement becomes less flowable. Amplifying force using 
mechanical advantage was a known method at the time of the invention. Therefore, 
claim 51 would have been obvious because amplifying force using mechanical 
advantage was a part of the ordinary capabilities of one skill in the art. 
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Response to Arguments 

1 5. Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAY R. SIGLER whose telephone number is (571)270- 
3647. The examiner can normally be reached on Monday through Thursday from 8 AM 
to 4 PM (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner, Art Unit 3775 
/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



